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KR9603605B1: PROCESS FOR PREPARING ORAL OMEPRAZOLE 

KR Republic of Korea 

B1 Examined Patent Application, Second Publication; since 970930 Granted 
Patent 

JUNG, KYE - JONG, Republic of Korea 
CHON, INN - KOO, Republic of Korea 
INN, SANG - HWAN, Republic of Korea 

YUNGJIN PHARM, CO., LTD., Republic of Korea 
News, Pr ofiles , Stocks and More about this com pany 

March 20, 1996 / Sept 24, 1992 
KR1 99200001 7403 
A61K 3 1/415; A61K 31/44; 
none 

Sept. 24, 1992 K R19 9 2000017403 

The composition for oral dosage containing omeprazole (I) is 
comprising hydroxypropyl beta-cyclodextrin (II) as soluble carrier, 
trometamin (III) or sodium hydroxide as alkalizing agent and 
moisture proof agent as 0.5-2, 0.5-2, 0.3-2 part to 1 part of (I). This 
formulation which has the characteristics as 95% dissolving within 1 
minute consists of (1) dissolving (I) in ethanol, (2) dissolving (II) in 
water or ethanol, (3) dissolving (III) in water or ethanol, (4) mixing 
them and drying. 

none 

DERABS C1 999-1 39592 DERABS C1 999-1 39592 
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[9ssi tfMiet 99] 

gei aoiisanisi etaas ©^ai^jssmi fit si si aoi sags »s8t?ii Ata9 4 ais^ 

S^g £0l|£Bt9 30j SI£StE gSOil 99 »0ICh 

Sl 2 AiPase 9l6HeUI9 939 fi«99 * S>EHI=£f^ 9 H S <£fe ?IE*2I HIS0IDID9 

§01 ^sus *r9xibo» mg^z aso*. 019 99939 9392 *i^3ei mtimm mm^m hq\m 219 
si n 43 « xfenig cudsffe use ?iitfaa3ijis ^a^a aa. 

nau, oibh& hi£oiqib9 ssass &sf3s£ 901/risi ^©ga bsh^oi oh^ u«a. ±m*$ gj g^&EHoii/d 

931 £15310* gSHIH OB* 9SPI DM BOH S^S HlSIS^f DH* OlSCf. ^ol £0H£EJ§@ S Wl 31SI H» 



l 



SEg* SDilM^gS 25t3S| SaoilW, pH 4 0|&KHIA|2| BWIfe Sf 7S. pH 7011 MS| fif SfiAIZt. &BOII ffVBI 

8962 pH 10MA1fil »&Plte a* 85££ 6>gOI 32*3* OH^ gttSfiHXii, ttBSI^OI S8B7I- XiesiW CH* 

51 n^i^eioii>Hs Bdoii 2i6H e^a eriNi »B7ii6ha as^ife m&s 7fxm ao.. 

»a. a«a^ *iiB7-ioo5moiite soiiE&fgs snag xiisefoi e>s^Ai9ife »eoi ji&sioi at a, aiasi 

* ^3538 73I87-9117S, ai87-9718£0ilb flUH 8718101 fiOUS^ge &a»A|9lte ^aOI 7|££J0j 9XQ. 

9ite »Bor a»aoi ao. 

oil zhsi *tX| fitaei 3^oiib oisy sascii?t a»£i §ss a^afe ss& sin SAO- 
OH! aaofl/d fint &7|S| 7|#^8 SJSBIg Pile fiO||5Bfgj& 9£6I ee»OI £0i!S2jg£| eJ3£*S 3101 

ss, ei-04 »si stvai»»i7i s^gs* a aim s??oiai ±®wim <y^si essixi sat? 7> 

xm an. 

5S, MEHAia£3|:*Se!e 0 |g & 2D||H^SSI fifa^fe f^S^SSf^ ^S?H 0E342778A10II »IS>aCH Sl£U. 3 

s^iaai m» aim si Tii ^ssj aaat »m e*hs a** u sane era * sioiAi &a« sojih 

EFsains g§ act, 

01 Oil £ ^SXfSS £DiiH£*^0| #7121* 301 gen P|«90||A| UBU SflSMg SH^S^Xf £2Satt Satt & 

sraiaas* 4>sa s»s oias 3assj jaxB egxiia nisei a ^i^si £ou°ei-B9 s^Ai^ie* as&s soia 
sonseta smisi sen s&ee aaajss *isg ^ siQb %m stiisoi a ^sm aastTii si&c* 



aw. 

oi8K e asm ttMei ^©5fe ci-em bo. 

g 2(HIS£^S ^I^^S M, 01 71 Oil ttSfi ^^ai^ai SCHISMS fiJ^ISI 30* s^s© 

01^ & CH^ ^A|l@i sss^ »o. 

oii»s son ^gj »€faifi»aisy wis-Aiasiai^eB n ^smib m^Aigj ^ a-g/assi, s^si^i se 

OliJai SCHS H^IS^XIIb EJSB tfEHOIZi ^SS^OII CHE! 3AISE ^S^M S«AI9PI ?!8f0< 

^ie S5hs*oi ai-ss 4- aa. 01 nx ^^isb aao^meoiu- B^omui^s emss aisk ^ asu sums 

& SiCh 

« tf«OI|'«iO|Al MSElb H|IEJ-A|^SQ| 77«^J ^^£S 3=P ^OtAI &1«|0I| ¥ 

SHSfO* ^^°| e^UIOil QfeSW SEb SfSSXtSI SSSF01 t^gg BfBSI eSH^ Si ^«IUi 018 



m BBBfil SfSSI Ma, e«^gS2l KM, ttS*S Si tfAHS :>H£!BQil OlSEIH Site i§S/ci ( B HI 9 Ml 

MS9 ^ WIEf-AieS0!^M&!a 3£XII£^ OII^Di 6I£^AIS£H blieKA|g£3|*S§!0l Atea * sia. e s* 
SOII IflHQ fli^-Ai^BiAE^! £fe 3 ^£*ii2l 3 aJlBB £OII5£f£ 19011 CMC* 0.5-23S AtBQtteH, «W. 

oi o.se aiaoia soiiH&fssi §§gcnsf etaa s&aioii badi- 212 zee £2*8ha eejsaiu a 
isi ^nsais tixnggoii e»:» deck 

a a?taoi o.5s ois*ois an xi ssfss &&» snot e*am 2§e £»ae a 

e seaiass ejstot eixii^oiAi xrsb ssfj *bpi> ho. 

b aaoii aioi Avesi^ »aaife snsue saoi a si s^s ibsm^oii aw# oa&&¥ lhxi 2^S¥B s^sib 

SOI S2. 3 AtBttOI aOSFQ j»tf*l£ts 33I0II aa£IM 2|o e »*B' 

© ubodaib w^eas, s^a^sjoii si8H afleaxi sehs shssissmi son 4B £diis»s4 bshs ^xisf 

21. Ni£* »3I2>SI MB Si ^S^S^^i QS« ft XI Ml £ 4- S&IE^ *tW§§. SsoHEteiBSI 

g'gsw aow aissoiu asiasi serous eta sick oiaa sonata a«iatf»fc WB-Aiea«i*aa H 
a ssaisi fes si^s^s eisioj ^esoi aa sue aoiisy^si a»a^iP» amn mxi^ gsois b 

al^iei S*Hg££= 4> afe 3JIOPI QHSOif ^CHSl-EiCH £0115989 ^g^gg JHlSSffe ^SOl & 

p. 

^. ^BHSI ^iH^SSte £DilH£fMe £±HS*fe 3¥ SOlXIfe gJX*3:>|0llte S^IPf SiSDI OlSSf §^ ttaSFb 1 

w'ai» e«^dj» ssaoi ?! » sM£97i- ssoi an. £ essoi ?ixie suiB^asi ££g 

□am & aasi Aig£<ai^M&! aflBti«b iJ^a^ie &31 aifa^is a^Aiij3f baioh ^sa^oiiAifii ^sa^ 
B7^b tt«ai»»aoi :?i££i atoi e^si ^xfsj ettoi oma ee» uixite ^soie^ss etmoi 

9B. B W90n/H OB» ^S°5 «Q-AlBa«|^«aa MBS^I EfB 3«13=eS^ £^ M2£SJ Bl Soil SJSt g' 

ars'ttasa bxi «6ia, 5£ a^ai a»BB9 Afes^i ^iise^is^Ei jins^afii ^^01 oi^a a^£i^ 
xii s ei»M £SH. aa^ siotAi cxi se^. 

O^Ai, ^ ^98 £ Oil Oil BHE[-Aiesej^M&! £b =1 ^£Xit2f ^^£|5J-«I^ MBS^Ai H^il 

s^a'aas aoj- s^gt xiise^s/M « ^ ^soi ^^^ee ^s^ai ?ib4 ch^ 3imc[e aasja s^^oi 

32 g^gOl ^Al B S^S| ^^ig SDllHaS SOi £&§8 SI 3 ^IS^Ig SBti»IXIia £SJ ^§5^1 AIS 

^ 4^ SID. 

0181, B ^AlOIIOil «tA||3l D§3t »SHt. B ^SOI Al Otl Oil £I8H gtSSlfe OfU^. 



[S20tl 1] 



mia-Aiesei^seKoish p -cos s») as □ sssiei a-si = «3ai ess-mi ehai gsaiiss! ( oi sk hpcds a&). 

CIOII§!-Wl8-A|gS«l±M&!(0|8l OMCOS pH 7.0 2ittS ®@alj§ M)AI 1* 1/JM feES Sfteta 3f3f £Gil 

2BIBB 100AB/ml «e 37XJ0II ttS6hfl-A| 2*35* SUfS AIS8I04 3 SSS D§ 2 1«l UEtUI&Q. 

2 mis; y §21 ssifs 3AI32S ^asKM ia&ioii n}2F □ s8Hs*af3i(t5o*m xts^sueous ^siaa. 

IS 1] 

blia-AlgSei^MS! f?2ffllOil S|» 20)125*321 8>8» Bj» 



mm) 



mm) 



DMCD 
HPCD 



17.97 
21.47 
31.86 
23.81 



2.52 
3.25 
4.81 
3.61 



• tSOk : SOU BUB 50H7I BBBfe AI»(MW» SSHSfe AI2J) 
« t90% : 2011 2 WB 90%?^ aSSIte AIZMIOW* SSHSlfe A|2t) 

s loiiAis* s>oi is pH a»oii« 2Dii=a^a eisaoi p -co. dmco a hpcdsi s;>is aonasg e^ej s^a to 

6tM 3 tt»PPt ^ 1B.5U.-77.ai H 82.6* B^aHQ. 0I9B 20II2&ISOI ^©CHIAI SS@ ^ B+97I SWXI S 
LHOII Xfl??6fi= S«S| SSH§ HEAlii SIBB aOIBCK 

[SjIW 2] 

pH 7.0 2JAJS S©fii|^0||A1S| p -CD 3! HPCD3f 20U2BISSI §8H^0« 01 Site SifS AIS8h2!Q. AISgi-gJE SlSteE 
B S3BB P -CO K HPCD ■ * ImlOII SQisaBB j»B B»«3 371581 BeS!&"£33SI0IIAH 48AI2iSEl aiBflM SI 

©AI9I2 uia sxiaisj^ oAsm asaieiaas oisb *ia aaomnania s^siw sens £nis»B 

si &s a*»ot n am s 2011 u»mH». 

[H 2] 

WIQ-AI§Se!)>iS&!^CHI SIS1 2KI25I-S21 gSH£ 3§KdH 7.0) 









/-co 


HPCD 


0 


0.296 


0.BS8 


4 


OJSJ 


0.533 


t 


M» 


0.573 


12 


Ml) 


o.c* 


. 16 


0.5BS 


0.7» 


30 


C559 


O.BB 



s fcJsoMte dmcd^ de^fl ssoi gJteSJHs asismct. aoiisassi sshs^ Mo-AiaBai&sBiffsi a^f 
s tes asaias eaiaasw i.2x iojsi d -co a hpco smsHJiiMte sonsei^si ssiepi *m «» 20s a 233% 

oieia safe aonaataoi utiB-Aieasi^sasa h^ms ntfttote am s&ssu* v*»tfei saisas 
Oil CHtt 7ISSI sa;i sisa aim eta. 

[82 Ml 3] 

ph 10.0 e^a es^s e -cd g hpcw s>tnisa§ei gsiigoii cixife stf§> sanac*. aivvws *aon sa a 

SB asss si-ot 3 asua s soil uauiaa. 



[fi 3] 

W|E}-A|§£S|±S6!WO0 SIS 20H52Jg2| @8N£ SS(pH 10.0) 





rtaW +*M*l<r , M) 


tf-CD 


HPCO 


0 


10.09 


10.09 


4 


ID.T3 


10.40 


8 


11.77 


1Z.4S 


1? 


12.26 


12.97 


It 


12.53 


U.16 




14.06 


13.35 



pH 1O0IIAIE l«|B-AISSe)i:S&!PO|| 2I8H SDIIHygSI SSHgOl H MM* »0| g?F8fa°M. 1.* tfflJSl 0 - 
CO 91 HPCDS) £XHS £QII«Eiesl gSHES 2.15% » 28.5* &&AIS1CI. 

oiaa safe soiisygai shepi ecu a sr«aiaB|0|/riE sDOHSfsa Aigssj^e&w^ assfgs uetys a 
aaao. oife e& ttttBinaoiAis a«tt^Misi sisai smsetaoi eaxi5)«s smbs sidib-ck 

[g-Uffll 4] 

pHOII (DB 20IIH5*S2| gBHd 

oia ph gens aoiisaigsi saiag Aieeiaa. Aisass a» ph ssanoii soiisagg tPienzi *jin 2» 
as gjsas Aiseiw a Aissnjg cie s 4M uamac*. 

13 4] 



pHOII IDS 2 [HiSEmsi @eng 



pH 








7.0 


1M.9 




D.S980 




«.< 


2SS.T 




0.6446 




S.0 


ai.6 








10,0 


14SS.8 




lO.CflOO 




11.0 


1.727,4 




8.O08D 




H.O 


uu?,s 




SB.0M1 





ansatesi esiiaoi g^ats^ofiAi =in WW *w ph uohaisi ««e^ «e £ * sick 
[«ai ail mi 

£| 8ISB5I ^ AtSBOKW 2S8I * 4Q1QSI filB^I »8«i£3lO||A| 2|£8t2, E^gM 

£±H8U 4)3913 HI AIM 01 61 MAI 1BI 25*01 fl|£8t9[CL 

[S 5] 



I4&i}t iMmji 100ms l 0 * 11 * * Mm * 

iMM " B5n»g 

Stag ~ JBn * 

HPCP - I** - »« 

4tM W WW WW W 



[BI2HI 1-51 



fioiise+ssj etB&oii Dixit swaiaaia s»e asapi qstoi ans^s* sataaaasi a^, 

£, §2HPI^0il/ci &3£tai£ A«» ffltttt^USBa 201152*88 BOmesh OlStS S±HSHI 1 : 1 glfblS SSSfOi 

til a on 5sj ms»h». 



[3. 6] 



6 



4 * 


»U4 l 






«ia«n 


»UH5 




lOOmg 


lOOmg 


lOOfflg 


lOOmg 


lottag 


















35mg 


















lOOmg 


4I« 


mm 




WW 







£QI|SStSj]} 0 -CO S£fe HPCD°i 2££ ZSIISttXIlS CIS S 7S| S^og ^ W SISSFSCf. 
[S 7] 

2££ HaiStffllSl 



43 £ 



*|*4 7 



*-CD 
HPCD 



329ms 



lOOmg 

3f€mg 
4** 



#31 61 AIM i-4» U1HL0II WSJ *!1Xl|g§<HI CD St 01 40*>75% RH SSOil 3H£&EH£ MSdte/ri 3Aie£}AI8S St 

[SB] 

SMSS 4010-75% RHOil/HSJ AHiaa* 









* * 


4 £ 


















»U4 1 


B 


C 


C 


C 






C 


0 


D 


D 






c 


£ 


£ 


E 


* 




£ 


E 


E 


E 




<IJH 5 


S 


E 


C 


D 






c 


C 


c 


C 




7 


c 


D 


D 


0 




*A!o| I 


A ' 


A 


A 


A 






A 


A 


A 


A 




4M«) a 


A 


A 


A 


A 




4MM 4 


A , 


A 


A 


A 



* A : Ml All ££fe B» BtB, 6 : C : 0 : $3g »4|, E : 

[^@0f| 2] 

#3! tfAIOll 1j» 20II/H aJHS&JBia &OI HI H01I 1,2,3,5011*1 §y b! HI Oil HISS 

Oil CRStO* aw 80meshH|g g^AI^IH SSAIge «£AI1! S9§ Ciia&fE SSIAIiiBS g&AISBOII CD5> 

XII2S «A|8ja2. O-EI- AlggSiiS CHEWS BWAlStlg gBHAtlig2| 31124 (pH 6.8) 5O0m1@, HH^ B13 

^ 50rpm££ o\?iQ. £OiIHE*§ 20mgCHI SHEfofe gfg gtot S*A|fi|?|OII «J1 gAl^S^ tfttOI Q,4SW 

Aittu naia^aife a© ^aiate cfs§ a^ss Atset sea axis ssschs u&muaa. a • 

seas ubuhck 
[a « 







* 4 4(96) 




4«tt 


1* 








20$ 






90.05 


92.33 


97.00 


97.05 


97.80 


»U4 2 




20 .08 


35.26 


44.50 


53.77 


87.47 


■In* 3 


4*4 


7.55 


7.58 


10.80 


19.01 


32.05 


"1*4 4 


4*4 


9.56 


17.55 


26.75 


45.80 


62.43 


»U4 5 




46.53 


62.35 


69.52 


73.84 


90.10 


444 1 


MM* 


94.23. 


97.85 


99.04 


99.32 


99.75 


W2 


*4*44 


95.75 


99.05 


99.21 


99.89 


99.78 



qjem. gAiotsi. 3^ s b& mM ^aisife utsttfoi asaoiu e^ssi &o\\m mm wow mnw @g8i $ 
» + sin. 

[ XII £ Off 1] 

fiOIIH^S lOOmo, B -CO 329mo§ 0||gtg 10ml Oil ^012, P -CDb 15ml Ml mS8K>| ^012 smg 

'SB© ^ SSffliaB 35mg^ 3;9I4* SmlOU NOiAl S©S>»Ch 01 SUSHIS AM Ai g&aHSfraO- 

. iU&si aas^ srtshji gBi^a QiAiMoiaoiiAi itt grxistoi aaie&ats sacuaaa i>. 

£Qll = £tM lOOmg. 0 -CD 657.17019. ££01|Efai 35mo£ 6f?l2| 8hM 2 Xfl 6*6*819 SacKaUJIS 2). 

gss xixiis m 921 mpw ssi got §r swskh 933 sacKHixiis 3). set xn^tg z& g 

se» aii?^i m s^s^w ee4S( s&gs sa»(3gini9 4). 

[AS0II 23 



6 



£OU52}g-HPCD-M£IOilBE! 3 Ml B** Ml K S£|B) SSg2| 



20IIH2IS 70mg, HPCD 263.2mfl£ SOI CHISg SEfc ffllBB 20nl0|| ^012 SSDHQSI 25moB BWI fe?e! attfi 

d. 40V3oiim sa*i &aas5ia s^gm eaero «iBi9h» BiAiaioiaoiiAi i«i a»« 

estcKasne 5). . 

20HE5J5 70mo. HPCO 667mo, MetHIBei 2&n B S 3f«a ItttSB ttOt HflKAHOa HStQ(aa> 6). 

s&s auais sa mn® sr'si aipixi ass sot e sesta gysi sugf ssick«i»£ 7). as axis g 
tie sfsi jyi^n ass goj a- sabot aem aamaaja 8). 

t^son 2] - , • . 

*?i n&aa m 221 at msigsi chshm 4o*c-75« rh saov JHsyaais ssme/d 3*21 saib» ais§ seia:n, 

3 OS a 1031 sci. 

[B 10] 

JMS 40^-75% RHON/H SI B»B» 



WW 



•1 A 



98.22 
99.99 
93,06 
W.99 
99.18 
98.B5 
tt.il 
9S.01 



92.46% 



«3i a 10011 ai ers s^oi uau a a aaatfam asm ssrgsi p -co hpco 

MK\m Z, 4. 6011 CNfttOI SOneshXM «»A|9|2 *»l tlttM 151 S^AIS3f S^AIE^ »SS' 

n, Aissa&fe am s 11a bo. aaM«i3i era b*miu sais «bssq aae> sch^ u-^utsia. 
[£ in 



20* 



89.16 
89.99 
95.29 
98.49 
99.56 



54.48 
68.07 
79.02 
88.3T 
90.41 



**** 

90.02 
93,86 
97.90 
98.00 
. 99.9 



10. SI 
19.01 
31,91 



[J120II 3] 

D s a 12S) a&2£ flisoii isi yawl tow snjaiasis +4»us»« awvoi aMcew a gas s»ss 
[a 12) 





a4«4 






1 


: 


a 


4 


6 


6 


' 1 


B 




100 


100 


10D 


100 


100 


109 


100 


100 


/J- CD 


339 




657 


657 


S29 


839 


657 


65T 




11.6 


23.2 


11.6 


2S.Z 


11.6 


».? 


11.6 


tt.2 



* B9I : mo 

■ m. 3^©2i =P«fiUI(£ailSBtB : P -CO : +tt«UB«)« VIM. 1 = 1 ; 2. 1-2=1. 1=2-2^1 4g^S| ti|«£ 8fO|/H 2X1 
[»l£0|| 4] 

fiMisBt@HHPCD-4^«MM 2*ii@axii » sal 3 s&asi »£ 

31 SlSfOI @ XII 4 s 5ml § ^8f2lCL 
[fi 13] 









9 


10 


11 


13 




100 




100 


100 




100 


HPCO 


376 




376 . 


zn 




376 




11.6 




23.} 


U.6 




33.2 



m, a&msi ?4Bbi(sn&m : hpcd : +tf»um»* 1:1:1. 1:1:2a hiss bkm ««f aisa aoia. 

[aaOtl 3] 

»£« 33* 4£1 XHHftOII CH6KH gSAISS AIAWOI ««« Xfl»BS| §Si UI30. «?tttaQ. SSAIB^SS tit 01 
12 | =giSf7l| »M 3 SJlffe a§ S 1401 UEfUIStO. 



10 



aatJiaoi cm oia aaaaataaa 1-4. *mm e-iow a* aesi ain> gas s-a. a 

as 11-12) sta fee §«5i uaas » * sua. 

[a 14] 





* * *(» 


44* 


1* 


3* 


5* 




2* 


44* 1 


84.45 


$4.93 


92.23 


91.11 


92.88 


44* 2 


W.48 


SB.ll 


96.14 


94.83 


94.81 


44* 3 


92.81 


9S.U 
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